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1. InTrRODUCTION

The Medicare Utilization and Quality Control Peer Review Organization (PRO)
program is an administrative law curiosity. The PRO program is the federal
government’s primary tool for assuring that services provided to Medicare benefi-
ciaries are medically necessary, are of a quality that meets professionally recognized
standards of health care, and are provided in an appropriate setting.! It both protects
the health and safety of Medicare beneficiaries and controls the cost of the Medicare
program.

The power of PROs over Medicare providers, practitioners, and beneficiaries is
sweeping. If a PRO determines that medical services do not meet utilization or quality
standards, it may retrospectively deny Medicare payment for those services.2 A PRO
may also deny payment prospectively for some prescribed procedures, effectively
blocking a beneficiary from receiving those services unless the beneficiary can
independently afford them.3 It may also recommend to the Office of the Inspector
General (OIG) of the Department of Health and Human Services (HHS) that a
provider or practitioner* be fined or excluded from receiving payment under the
Medicare program. As a practical matter, exclusion from Medicare may make it
impossible for a physician to practice; thus the PRO’s power over physicians is nearly
as great as that of state licensure boards.

More striking than the scope of the PRO’s authority is the fact that in many
instances PRO decisions are either not reviewable or are reviewable only after they
have been implemented. A hospital or physician, for example, cannot in most cases
obtain independent review of the decision of a PRO to deny payment for a claim from
either an Administrative Law Judge (ALJ) or a court—the PRO’s decision is final.’
PRO-initiated sanctions and penalties assessed against providers and practitioners are
usually not reviewable until months after they have been implemented.$

From an administrative law perspective, however, the most striking feature of
PRO:s is that, despite their substantial, often unreviewable power, they are private
entities that provide services for the federal government on a contractual basis.? The

1. Social Security Act, 42 U.S.C. § 1320c-3(a)(1) (1982 & Supp. IV 1986).

2. Id. § 1320c-3(a)(2).

3. Hearti CARre FIN. ADMIN., U.S. Dep’T oF HEALTH & HuMAN SERVS., THIRD Scork OF WORK § X, at 26 (1987)
[hereinafter THIRD ScopE oF WoRK]. The Third Scope of Work is the request for proposals governing PRO contracts during
the current contract cycle; for further explanation, see infra text following note 56.

4. Under the Medicare law, a provider is an institutional health care entity, such as a hospital or nursing home,
42 U.S.C. § 1395x(u). A practitioner is a physician or other individual who provides health care.

5. See infra text accompanying notes 423-27.

6. 42 U.S.C. § 1320¢-5(b)(2) (1982); 42 C.F.R. §§ 1004.100(b), .130(a)(3) (1987). A recent draft report of the
HHS OIG notes that on average it takes 15 months from the date of a PRO recommendation to the OIG to completion
of the appeal. OFFICE OF INSPECTOR GENERAL, U.S. Dep’t oF HEALTH & HUMAN SERVS., THE UTILIZATION AND QUALITY
ConTROL PEER REVIEW ORGANIZATION (PRO) PROGRAM: SANCTION ACTIVITIES (draft) 16 (Mar. 1988) [hercinafter OIG
SancrioN ReporT]. There is, however, a special exception for certain rural practitioners, who may receive a pre-exclusion
ALJ hearing. 42 U.S.C. § 1320c-5(b)(S) (1982).

7. 42 U.S.C. §§ 1320c-1 to -2(b) (1982 & Supp. IV 1986).
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19891  ADMINISTRATIVE LAW ISSUES AND THE PRO PROGRAM 3

private nature of PROs is intentional and based on the philosophy of medical peer
review. From the beginning, PROs (like the Professional Standards Review Organi-
zations before them) were established so that private doctors participating in the
Medicare program could have their work reviewed by other private doctors, with a
minimum of interference from the federal government. The quasi-private nature of
PRO:s is also reflected in the scope of their activities. Though many PROs were
formed explicitly to perform Medicare review, they are not limited to this function;
indeed federal law encourages them also to perform review for private and other
public entities.® A recent study found that, in fact, 73% of PROs conduct review for
business entities and 68% for state Medicaid programs.® Several spent less than 50%
of their time on Medicare-related activities.

As private entities, PROs are not generally subject to the statutes governing
federal administrative law. The court in Public Citizen Health Research Group v.
HHS'0 concluded that Professional Standards Review Organizations (PSROs), the
predecessors of PROs, were private independent contractors and not federal agencies
for purposes of the Freedom of Information Act (FOIA). A more recent case held that
PROs are not federal agencies for purposes of the attorneys fees provisions of the
Equal Access to Justice Act.!! Presumably PROs are also not federal agencies for
purposes of the Administrative Procedure Act (APA).12

This is not to say that PROs are unfettered by administrative law. The federal
PRO statute, regulations, and Manual specify procedures to be followed by the PROs
for rulemaking, adjudication, and data disclosure. Indeed, as the importance of the
PRO program has grown, these requirements have tended to proliferate, providing
increasingly more protection for those affected by the PROs, but also leaving the law
affecting PROs in an increasingly confused state. Moreover, in carrying out their
federal review activities, PROs are, as will be discussed below, federal actors subject
to the due process requirements of the Constitution.!* There is, therefore, a
substantial body of statutory, regulatory, and constitutional law that dictates how the
PROs should conduct themselves in relating to the beneficiaries, providers, and
practitioners they regulate.

8. Id. § 1320c-3(a)(11) (1982). See Hastings, Legal Issues Raised by Private Review Activities of Medical
Peer-Review Organizations, 8 J. HEaLtH PoL. PoL’y & L. 293 (1983) (an excellent article considering the PRO private
review side, which is not considered in this Article).

9. OFFICE OF INSPECTOR GENERAL, U.S. DeP'T OF HEALTH & HUMAN SERVS., THE UTILIZATION AND QUALITY CONTROL
Pezr ReviEw ORrGanzaTioN (PRO) ProGRAM: AN EXPLORATION OF PROGRAM EFFECTIVENESS (draft) 3 (June 1988)
[hereinafter OIG EFFeCTIVENESS REPORT].

10. 668 F.2d 537 (1981). This holding is reaffirmed by the more recently adopted PRO statute, which explicitly
states that PROs are not federal agencies under the FOIA. 42 U.S.C. § 1320c-9(a) (1982).

11. Oster v. Bowen, 682 F. Supp. 853, 856-57 (E.D. Va. 1988); 28 U.S.C. § 2412(b) (1982 & Supp. IV 1986).

12. 5 U.S.C. 8§ 551-559 (1982); but see J. BLum, P. GERTMAN & J. Rasmow, PSROs anp THE Law 119-29
(1977) (arguing that PSROs should be considered federal agencies under the APA and FOIA).

13. See infra notes 98-99, 259-70. The question of whether PROs are federal actors has not come up in cases to
date. Most decided cases have challenged sanctions imposed by the OIG, which clearly is part of the federal government.
In these cases, the question of the constitutionality of PRO procedures arises only derivatively, as part of the process of
generating sanctions ultimately imposed by the OIG. In one case, however, Kuown v. Southeast Mo. PSRO, 811 F.2d
401 (8th Cir. 1987), cert. denied, 108 S. Ct. 1994 (1988), the court decided that PSROs were federal actors absolutely
immune from civil rights claims under the Constitution and thus held implicitly that they were in fact subject to the
Constitution, as the question of immunity would not arise were they not.
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This Article examines both what the law with respect to PROs is and what the
law should be. Part II provides a general description of the PRO program. Parts III
through X consider the following eight areas in which administration of the PRO
program affects beneficiaries, providers, and practitioners: the adoption by HHS of
rules, policies, contracts, and instructions that govern the PROs; the formulation and
dissemination of criteria, norms, and standards by the PROs; the PRO process for
sanctioning providers and practitioners who provide care that is unnecessary or of
substandard quality; denial of payment for substandard care; the investigation by the
PROs of beneficiary complaints regarding practitioners and providers; the PRO
process for reviewing proposed hospital discharges of beneficiaries; the processes
through which PROs deny payment for improper utilization of medical care and
reconsider those denials; and the considerations governing PRO data dissemination
and confidentiality. As to each of these subjects, this Article examines the current
state of the law and practice and relevant policy considerations and recommends
improvements in current procedures.

This Article draws on a variety of information sources. It is based in part on a
review of the relevant statute, regulations, manual instructions, and scopes of work
governing the PRO program and the rapidly growing body of court cases and ALJ
opinions considering PRO issues. It also draws on dozens of articles from the medical
and legal literature; testimony to congressional committees; position statements of
affected groups; and reports from the General Accounting Office, HHS OIG, and
other evaluators of the PRO program. Finally, it draws on interviews with nearly
eighty informants, including seventeen representatives of national, state, and local
beneficiary organizations; eleven representatives of provider groups; twelve attorneys
who represent providers; twenty-three PRO representatives; and fourteen represen-
tatives of the federal government. These included in-depth interviews with represen-
tatives from twelve PROs (in most instances executive directors) reviewing the
current procedures of those PROs in each of the areas under consideration. !4 Finally,
this Article considers comments received on an earlier draft from interested persons
and organizations. '

II. Tue PRO Procram

The initial Medicare law adopted in 1965 gave little attention to regulating the
medical necessity, appropriateness, and quality of services provided Medicare
beneficiaries. It required only hospital-based utilization review committees to assure
appropriate utilization of services,!5 state licensure to assure that physicians were
minimally qualified, !¢ and accreditation by the Joint Commission on Accreditation of
Hospitals to guarantee the quality of hospitals.!? By the early 1970s, however, it was

14. The PRO representatives interviewed were from the states of New Jersey, Pennsylvania, Virginia, Florida,
Illinois, Texas, North Dakota, Iowa, California, Washington, Minnesota, and Michigan. The Iowa PRO also has the
contract for Nebraska and the Washington PRO for Idaho and Alaska, so these programs were also discussed.

15. Social Security Amendments of 1965, Pub. L. No. 89-97, § 1861(k), 79 Stat. 285, 318-19 (1966).

16. Id. § 1861(x), 79 Stat. 285, 321.

17. Id. § 1865, 79 Stat. 285, 326-27.
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becoming apparent that further controls were needed to limit excessive utilization of
Medicare services.!® Qut of this concern grew the PSRO program, which used
regional nonprofit physicians groups to review independently the use of medical
services by beneficiaries of federal medical assistance programs, including
Medicare.!? Though the primary emphasis of PSROs was on utilization review, they
also conducted Medical Care Evaluation Studies (later Quality Review Studies)
aimed at improving the quality of medical care. PSROs never succeeded in meeting
the expectations of their supporters or overcoming the criticisms of their increasingly
vocal detractors. In 1982 the Tax Equity and Fiscal Responsibility Act (TEFRA)
abolished the PSRO program and created in its stead the PRO program.20

The PRO program was intended to be a leaner and more effective program than
its predecessor. The 195 PSRO regions were trimmed to 54 statewide areas. The old
system of grant-funding was replaced by biennial (now triennial) contracts, to be
awarded by competitive bidding. Ineffective PROs were to be terminated. PROs
could no longer delegate utilization review functions to hospitals, as had the PSROs.
Though PROs were initially to be physician-sponsored organizations (as were the old
PSROs), the statute allows HHS to turn to other organizations, including insurance
companies or Medicare fiscal intermediaries, for PRO services if initial physician-
sponsored contractors prove ineffective. Unlike PSROs, PROs could be for-profit
entities. Finally, the PROs were given enhanced sanction and payment denial
authority to enforce their power.2!

In the year following the creation of the PRO program (before it was in fact
implemented), Congress adopted a prospective payment system (PPS) for Medicare
based on diagnosis-related groups (DRGs).22 This system ended the prior cost-related
reimbursement system, under which Medicare had reimbursed hospitals the costs
they incurred in caring for Medicare patients, and substituted for it a program that
paid hospitals primarily on a lump sum per hospitalization basis.

This change solved one problem addressed by the PROs, but created others. The
old system had rewarded hospitals for keeping patients in the hospital as long as
possible (which increased their costs and thus their reimbursement); thus a major
focus of PSRO utilization review had been controlling the length of inpatient hospital
stays. Because the new DRG system creates incentives for hospitals to minimize their
costs by discharging patients as soon as possible, the problem of excessive
length-of-stay has been solved. This problem has been replaced, however, by other
serious problems: the DRG system creates incentives for hospitals to discharge
patients prematurely, to underserve them while in the hospital, and to try to game the

18. See SENaTE CoMM. oN Fiv., S. Rep. No. 1230, 92d Cong., 2d Sess. 254-69 (1972); SeNaTeE CoMM. oN FIN.,
MEDICARE & MEDICAID, PROBLEMS, ISSUES AND ALTERNATIVES, 91st Cong., 2d Sess. 10509 (Feb. 9, 1970).

19. Social Security Amendments of 1972, Pub. L. No. 92-603, § 249F, 86 Stat. 1329, 1429-45 (1972).

20. Tax Equity and Fiscal Responsibility Act of 1982, Pub. L. No. 97-248, § 143, 96 Stat. 324, 382 (1982).

21. See CisLowskl, CONGRESSIONAL RESEARCH SERVICE REPORT FOR CONGRESS, THE PEER REVIEW ORGANIZATION
ProGRAM 4-5 (1987); LoHR, PEER REVIEW ORGANIZATIONS: QUALITY ASSURANCE IN MEDICARE (The Rand Paper Series) 7,
14-15 (1985); Mellette, The Changing Focus of Peer Review Under Medicare, 20 U. Ricx. L. Rev. 315 (1986)
(describing the changes from the PSRO to PRO program).

22. Social Security Amendments of 1983, Pub. L. No. 98-21, Title VI, 97 Stat. 65, 149-72 (1983).
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system, either by transferring patients between hospitals or units within hospitals or
by assigning improper DRGs. These practices can potentially lead to lower quality
care for patients; therefore, every major budget reconciliation act since 1983 has
included provisions redirecting the mission of PROs to address the potential quality
and access problems created by the DRG reimbursement system.

There are currently forty-four PROs serving the fifty-four PRO areas.?
Sixty-eight percent were formerly PSROs.?* Eighty-four percent are ‘‘physician-
sponsored’’—that is, they are either composed of at least 20% of the physicians
practicing in the review area or of 10% of the physicians in the area and are otherwise
representative of the state physician community.2> The remaining PROs are ‘‘phy-
sician access’’ organizations, usually insurance companies, having a sufficient
number of physicians available to carry on review functions.26 HHS is supposed to
give preference in contracting to “‘physician-sponsored organizations,”’ if any are
available.2?” PROs must include on their boards at least one consumer
representative.28 The PROs vary significantly in size, the largest having hundreds of
employees and budgets of millions of dollars. The proposed budget for the PRO
program for fiscal year 1989 is $257.4 million, an increase of 50% over fiscal year
1988.

PROs are delegated review responsibility under contracts with HHS. Until this
year, these contracts were bid on a two-year cycle, but now they last for three years.2?
HHS may terminate a PRO that has substantially failed to carry out its contract.30
HHS monitors PRO performance primarily through three methods: (1) periodic data
reporting from the PROs, (2) the PRO Monitoring Protocol and Tracking System
(PROMPTS-2) regional office review system, and (3) the SuperPRO, an independent
contractor, which verifies PRO reviews.3! The PRO program is supervised by the
Health Standards and Quality Bureau (HSQB) of the Health Care Financing
Administration (HCFA) of HHS.

The primary tasks of the PROs are to process data concerning health care services
provided to Medicare beneficiaries3? and to intervene when these data indicate that
services have been provided unnecessarily, inappropriately, or with inadequate qual-
ity. Because hospitals consume over two-thirds of Medicare expenditures, PROs have
focused their review traditionally on care provided to beneficiaries by doctors in
hospitals. Recently many of the PROs have begun to review care provided by health

23, OIG EFFECTIVENESS REPORT, supra note 9, at 3.

24, Id.

25. Id.; 42 C.F.R. § 462.102 (1987).

26. 42 C.F.R. § 462.103 (1987).

27. 42 U.S.C. § 1320c-2(b)(1) (1982).

28. Id. § 1320c-1(3) (Supp. IV 1986).

29. Id. § 1320¢-2(c)(3) (1982).

30. Jd. § 1320c-2(c)(6). Such a termination is not subject to judicial review. In re Pa. Peer Review Org., 50 Bankr.
640 (1985); 42 U.S.C. § 1320c-2(f) (1982).

31. OIG EFFECTIVENESS REPORT, supra note 9, at 12~-18; GAO, MEDICARE: IMPROVING QUALITY OF CARE ASSESSMENT
AND ASSURANCE 53-58 (May 1988).

32. PRO:s also review Medicaid cases for states that contract for such assistance, 42 U.S.C. § 1320¢-7, and review
for private payers, id. § 1320c-3(a)(11).
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maintenance organizations and competitive medical plans (HMOs/CMPs) with
Medicare risk-sharing contracts.3? The Omnibus Budget Reconciliation Act of 198634
(OBRA ’86) also requires PROs to stretch their review capacity to cover services
provided in other settings, including post-acute care provided by skilled nursing
facilities and home health agencies; ambulatory and hospital outpatient care; and
beginning in 1989 care provided by physicians in their offices.3> Most PROs,
however, still focus the vast majority of their resources on review of care provided
in hospitals, the primary concern of this Article.

The principal source of data for PRO review is the hospital record. PROs
regularly receive from fiscal intermediaries (the insurance companies and other
entities that handle Medicare reimbursement to providers) data on bills paid for
services rendered to Medicare beneficiaries. The PRO selects a sample of these cases
for review and requests medical records on these cases from the hospitals, which are
reviewed at the hospital or at the PRO office.36 The sampling criteria that PROs use
for selecting cases for review, and the focus of their review in examining the records,
have varied over the three contract cycles during which PROs have been in operation.
During each contract cycle, the screening criteria and focus of PRO activity have
been established by a scope of work.37

The sampling criteria mandated by the Third Scope of Work, currently being
implemented, require a PRO to review, for each PPS hospital (hospitals reimbursed
under the DRG prospective payment system) under its jurisdiction, a 3% random
sample of all discharges; 50% of cases involving transfers from one PPS hospital to
another; 10% of transfers to a psychiatric bed in a PPS hospital (and 100% of certain
problem transfers to psychiatric beds); 25% of transfers from a PPS hospital bed to
a nursing home bed in the same hospital; 25% of cases in which a patient discharged
from a PPS hospital is readmitted within thirty-one days; 20% of cases in the 25%
discharge and readmission sample just mentioned, in which the patient received care
from a nursing home, home health agency, or hospital outpatient area during the
period intervening between hospitalizations; 25%, 50%, or 100% of cases coded with
certain problem DRGs; 25% of day and cost outliers (cases in which hospitals
received extra payment beyond the DRG reimbursement because the case required an
extraordinarily long or expensive hospital stay); all cases with targeted principal
diagnoses, such as obesity or pacemaker fitting or adjustment; all cases in which a
hospital has requested that a case be adjusted from a lower to a higher DRG; all cases
in which a hospital has determined that an admission was not covered but the patient
required Medicare-covered care at some time during the stay; and all cases referred

33. See Consolidated Omnibus Budget Reconciliation Act of 1985, Pub. L. No. 99-272, § 9405, 1986 U.S. Cobe
CoNG. & ApMN. NEws (100 Stat.) 83, 201 [hereinafter COBRA ’85], as amended by Omnibus Budget Reconciliation Act
of 1986, Pub. L. No. 99-509, § 9353(a), 1986 U.S. Cope ConG. & ApMiN. News (100 Stat.) 1874, 2044 [hereinafter
OBRA '86].

34. OBRA ’86, Pub. L. No. 99-509, 1986 U.S. Cope ConGg. & ApmiN. News (100 Stat.) 1874.

35. Id. § 9353(a), (f), 1986 U.S. CopE CoxG. & ApmIN. NEws (100 Stat.) 1874, 2046, 2052.

36. A recent study found that 61% of PROs usually perform review on-site at the hospital; 20% always perform
it on-site. OIG EFFECTIVENESs REPORT, supra note 9, at 3.

37. For a further description of a scope of work, see infra text following note 56.
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to the PRO by the fiscal intermediary or by HCFA.38 PROs are also required to
review a random sample of 15% of discharges from non-PPS units of PPS hospitals
(for example, rehabilitation units) and from non-PPS-reimbursed hospitals and a 5%
random sample of cases from ambulatory surgical centers.3® When reviews indicate
that a hospital is committing errors in more than 5% of its cases (or six cases if this
amount is greater), the PRO is to intensify review to 50% or 100%, depending upon
the problem, of the hospital’s Medicare cases.4?

To this point, all the reviews listed are retrospective. The PROs must also
perform preadmission or preprocedure review of ten specific procedures and the use
of assistants for cataract surgery.4! Finally, a separate HMO/CMP Scope of Work
provides a sampling procedure for identifying HMO/CMP cases to be reviewed. The
intensity of sampling of HMO/CMP cases is related to the confidence that the PRO
has in the HMO/CMP’s own internal quality control capacity. In total, sample cases
under the second contract cycle totaled about 26% of all Medicare hospital
admissions.*2

Once medical records fitting these sample criteria are identified and copied, they
are reviewed by professional reviewers (usually nurses), who apply criteria screens to
identify utilization or quality problems. This review must be completed within sixty
days from the date of receipt of the list of cases from the fiscal intermediary.43 Each
inpatient hospital discharge is to be reviewed for quality using HCFA’s generic
quality screens, for necessity and appropriateness using PRO discharge and admis-
sion criteria screens, and for DRG validation.4 Care provided outside of the hospital
setting is reviewed only for quality and not for utilization problems.

Once a PRO identifies a problem through this review of medical records, the
case is routed to a physician reviewer. If the physician confirms the problem, the case
can go in one of two directions. First, if a quality problem is identified, the case is
routed to the PRO quality assurance system, which can interpose various interven-
tions (including sanctions ultimately) to correct the problem.45 If, on the other hand,
the problem is identified as a utilization problem, the case is considered for a payment
denial.46 PROs also continually assemble profile data in an effort to identify aberrant
providers and physicians. Profiles are kept on patients, physicians, hospitals, DRGs,
diagnoses, and procedures to monitor PRO impact and identify problems for further
study.47

PROs have a number of other functions unrelated to their data gathering and
analysis functions. They are responsible for reviewing cases when hospitals inform

38. THIRD ScOPE OF WORK, supra note 3, § VI, at 16-22.

39. Id. §§ VII-VIII, at 22-23.

40. Id. § IX, at 24-26.

41. Id. § X, at 26-27.

42. HCFA Official Outlines PRO Program Objectives, HosprraLs, Aug. 5, 1987, at 122.

43. Turp Score OF WORK, supra note 3, § III(B), at 2-3.

44. These screens, and problems associated with them, are described further in Part IV of this Article.
45. The PRO quality assurance/sanction process is described in Part V of this Article.

46. Payment denials and reconsiderations are considered in Part IX below.

47. THRD Scope OF WORK, supra note 3, § XV, at 29-32.
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patients that their care is not, or is no longer, covered by Medicare.4® PROs are also
responsible for monitoring to assure that hospitals provide beneficiaries with a
statement of their rights to PRO discharge review at the time of admission.® They are
required to investigate complaints by Medicare beneficiaries about the quality of
Medicare-covered services received from Medicare-certified hospitals, nursing
homes, home health agencies, or ambulatory surgical centers.5° Finally, PROs are
responsible for educating beneficiaries and providers as to their existence and
functions.5!

III. PusLication oF PRO ProGraM PoLicies AND PROCEDURES

One major administrative law issue that has arisen under the PRO program
concerns the extent to which directives and guidelines governing the program must
be promulgated as rules under the APA. At the time the program was initiated in
1982, some regulations survived from the PSRO program that preceded it. Additional
regulations have been promulgated that address issues such as PRO eligibility, area
designations, imposition of sanctions, confidentiality and disclosure, reconsidera-
tions and appeals, and review activities.52

These regulations, however, represent only a small portion of the instructions
HHS has issued to govern the PRO program. First, HHS has issued a PRO Manual,
supplemented periodically by manual transmittals and interim manual instructions.
Chapters in the Manual address such issues as PRO review procedures; PRO denials,
reconsiderations, and appeals; waiver of liability determinations; sanctions; data and
reports; and PRO administration. Some portions of the Manual track closely the
statute and regulations.53 Even these sections, however, cover details not addressed
by the regulations.54 Other parts of the Manual cover issues not addressed by the

48. 42 U.S.C. § 1320c-3(e) (Supp. IV 1986). This procedure is discussed at Part VIII below.

49. THRD ScopE OF WORK, supra note 3, § XVI, at 33-34.

50. 42 U.S.C. § 1320c-3(a)(14) (Supp. IV 1986); TurD ScorE oF WORK, supra note 3, § XVII(A), at 36-38.

51. 42 U.S.C. § 1320c-3(a)(4)(B) (Supp. IV 1986); THRD Score oOF WoRK, supra note 3, § XVI(C), at 34-35. For
further background on the PRO program, refer to CisLOWSKI, supra note 21; LoHR, supra note 21; Mellette, supra note
21.

52. The initial set of regulations was promulgated at 401 Fed. Reg. 7,201 (Feb. 27, 1984) and 50 Fed. Reg. 15,311
(Apr. 17, 1985) and codified at 42 C.F.R. pts. 400, 405, 420, 422, 431, 433, 456, 460, 462, 466, 473, 474, 476, and
489 (1987). On September 30, 1986, rules governing imposition of sanctions were redesignated to 42 C.F.R. pt. 1004
(1987). On October 7, 1987, HHS published rules governing PRO HMO/CMP review. 52 Fed. Reg. 37,545 (Oct. 7,
1987). These rules were published as final without a notice of proposed rulemaking (NPRM) under the APA good-cause
exception to effectuate in a ““timely manner”” provisions of OBRA ’86, adopted in October of 1986, which were to be
in effect by April of 1987. 52 Fed. Reg. 37,456 (Oct. 7, 1987). Corrections to this notice were published in December
of 1987, 52 Fed. Reg. 47,003 (Dec. 11, 1987). Finally, on March 16, 1988, HHS proposed further regulations to
implement provisions of COBRA ’85, Pub. L. No. 99-272, 1986 U.S. Cope CoNG. & ApMIN. NEws (100 Stat.) 83, and
OBRA '86, Pub. L. No. 99-509, 1986 U.S. Cope ConNG. & ApmiN. News (100 Stat.) 1874, and to make technical changes
necessitated by experience with the PRO program. 53 Fed. Reg. 8,654 (Mar. 16, 1988). Additional provisions requiring
PRO review of proposed changes in DRG assignments were also published at 52 Fed. Reg. 33,033, 33,059-60 (Sept.
1, 1987).

53. See, e.g., U.S. DeP'T oF HEALTH & HuMaN SERvs., PEER REVIEW OrGanizaTioN ManuaL §§ 4080-4086,
Reconsiderations and Appeals (1988) [hereinafter PRO MaNuAL].

54, 53 Fed. Reg. 8,666 (Mar. 16, 1988). For example, PRO Manual § 4084 requires that a reconsideration
reviewer be a physician who practices in a similar setting to that of the physician being reviewed whenever possible and
that the physician be board-certified or board-eligible in the specialty of the reviewed physician. 42 C.F.R. § 473.28
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regulations but clearly internal to the PROs, such as the data and reporting
requirements appearing in detail in Manual Chapter 8. Finally, some Manual
provisions that have effects external to the PROs differ materially from the PRO
regulations.>5 PRO activities are also affected by provisions in other HCFA manuals,
such as the Medicare Hospital Manual.56

The other central documents governing the PRO program are the PRO scopes of
work and PRO contracts. HHS has recently issued the Third Scope of Work for the
third contract cycle, and last year it issued a separate Scope of Work for review of
HMOs and CMPs. HHS is currently entering into contracts reflecting the Third Scope
of Work. The Scope of Work specifies in great detail PRO review responsibilities and
data requirements and incorporates by reference the PRO statute, regulations, and
PRO Manual. PRO contracts specify in even greater detail the review responsibilities
and specific objectives of individual PROs. Finally, PROs are also governed by a
variety of less formal instructions, such as regional medical review letters.

The practice of relying on manual transmittals, program instructions, and con-
tracts in lieu of regulations promulgated through notice and comment rulemaking is
not unique to the PRO program. Throughout its administration of the Medicare and
Medicaid programs, HHS has often used such materials in preference to rules adopted
through the APA notice and comment process.5? It is not difficult to understand HHS’s
preference for issuing instructions informally. Public notice and comment rulemaking
has always been burdensome. The requirements of 5 U.S.C. section 553 that the public
be given an opportunity to comment on proposed rules, that the agency consider the
comments, and that publication of final rules precede their effective date by at least
thirty days necessarily slow down the process of implementing policy. Recent re-
strictions on notice and comment rulemaking, including Executive Orders No. 12,291
and No. 12,498, requiring Office of Management and Budget (OMB) review of some
rules, and 5 U.S.C. section 603, requiring regulatory flexibility analyses, have made
APA rulemaking increasingly burdensome and time-consuming.58 It can easily take
a year or more to promulgate a rule under these procedures.® Regulations imple-
menting sections 9401 and 9403 of COBRA ’85% have been under consideration
for over two years and have only very recently been published as a notice of

currently only requires that the reconsideration physician be a specialist in the type of services under review, though
proposed rule 473.28 (proposed on March 16, 1988) is identical to the PRO Manual provision.

55. PRO Manual § 6025, for example, implements the 1987 HCFA/AMA/AARP compromise on sanction
procedures, discussed in Part V below and provides procedural protections to providers and practitioners beyond those
specified in 42 C.F.R. pt. 1004.

56. See HEaLTH CARE FIN. ADMIN., U.S. DEP'T OF HEALTH & HUMAN SERVS., MEDICARE HOsp. MANUAL § 312 (July
1988) (dealing with notices to beneficiaries of PRO review of care) [hereinafter MepIicARE Hosp. MANUAL].

57. See St. Mary’s Hosp. of Troy v. Blue Cross Blue Shield, 788 F.2d 888 (2d Cir. 1986); Cubanski v. Heckler,
781 F.2d 1421 (9th Cir. 1986); Powderly v. Schweiker, 704 F.2d 1092 (9th Cir. 1983); Rio Hondo Memorial Hosp. v.
United States, 689 F.2d 1025 (Ct. CI. 1982); Samuels v. Heckler, 668 F. Supp. 656, 664 (W.D. Tenn. 1986); New York
State Dep’t of Social Serv. v. Bowen, 648 F. Supp. 850 (D.D.C. 1986); Bond Hosp. Inc. v. Heckler, 587 F. Supp. 1268,
1272 (D.D.C. 1984), aff’d, 762 F.2d 137 (D.C. Cir. 1985); Kinney, The Medicare Appeals System for Coverage and
Payment Disputes: Achieving Fairness in a Time of Constraint, 1 ApMIN. L.J. 54 (1987).

58. Although Exec. Order No. 12,291, 46 Fed. Reg. 13,193, only requires OMB review of “‘major rules,”” in fact
OMB reviews all rules proposed by HCFA.

59. DeMuth & Ginsberg, White House Review of Agency Rulemaking, 99 Harv. L. Rev. 1075, 1159 (1986).

60. COBRA 85, Pub. L. No. 99-272, 1986 U.S. CopE ConG. & ApMIN. NEws (100 Stat.) 83, 196~200.
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1989] ADMINISTRATIVE LAW ISSUES AND THE PRO PROGRAM 11

proposed rulemaking (NPRM).6! Given the rapid changes in the Medicare and
Medicaid programs generally and in the PRO program in particular, it is not
surprising that HHS has sought means other than notice and comment rulemaking for
program management.

While HHS’s eschewal of notice and comment rulemaking may be understand-
able, it is not necessarily right. There are sound policy reasons grounding the APA’s
requirement of notice and comment rulemaking. First, it “‘reintroduces public
participation and fairness to affected parties after governmental authority has been
delegated to unrepresentative agencies.’’62 It also assures a prepublication dialogue,
which permits persons affected by a rule to educate the agency as to their concerns.
This in turn allows the agency to achieve a more rational regulatory scheme or a more
intelligible explanation of the scheme it originally proposed.s3 It forces the agency to
think carefully about its policies, so as to justify them before a skeptical public.6+ It
“‘assures that the agency will have before it the facts and information relevant to a
particular administrative problem, as well as suggestions for alternative solutions.’’65
Finally, public participation in rulemaking contributes to public acceptance of the
legitimacy of the regulatory result.6 The Administrative Conference of the United
States (ACUS) has consistently urged HHS to provide greater opportunity for public
comment on its policies for making coverage and payment determinations.6?

More specifically, the attempts of HHS to govern the PRO program without
using the APA rulemaking process have subjected the PROs to a continual and
confusing stream of instructions, which have severely hampered their ability to carry
out their mandate.® They have also angered the providers and practitioners governed
by the program.

In October 1984 an association of those providers, the American Hospital As-
sociation (AHA), filed a petition with HHS for rulemaking,$® which requested HHS
to promulgate comprehensive regulations for the PRO program. When HHS failed to
do so, the AHA brought suit claiming that HHS had violated the APA. The District
Court for the District of Columbia held that HHS had indeed violated the APA by
promulgating the PRO Scope of Work, contracts, and several manual transmittals
without notice and comment rulemaking.?® HHS appealed this determination to the

61. Medicare and Medicaid Programs; Denial of Payment for Substandard Quality Care and Review of Beneficiary
Complaints, 54 Fed. Reg. 1956 (1989) (to be codified at various parts of 42 C.F.R.) (proposed Jan. 18, 1989) (proposed
rule) [hereinafter PROPOSED SUBSTANDARD CARE REGULATIONS). See also infra Part V1.

62. Batterton v. Marshall, 648 F.2d 694, 703 (D.C. Cir. 1980); see also National Ass’n of Home Health Agencies
v. Schweiker, 690 F.2d 932, 949 (D.C. Cir. 1982), cert. denied, 459 U.S. 1205 (1983).

63. American Bus Ass’n v. United States, 627 F.2d 525, 533 (D.C. Cir. 1980).

64. New Jersey v. Department of Health & Human Servs., 670 F.2d 1262 (3rd Cir. 1981).

65. Guardian Fed. Sav. & Loan v. Federal Sav. & Loan Ins. Corp., 589 F.2d 658, 662 (D.C. Cir. 1978).

66. Chamber of Commerce of the United States v. OSHA, 636 F.2d 464 (D.C. Cir. 1980).

67. 1 C.F.R. §§ 305.86-5, .87-8 (1987).

68. Baldwin & Fackelmann, Blizzard of Paperwork, New Rules are Burying PROs and Hospitals, Mop.
HEALTHCARE, Jan. 3, 1986, at 46, 47-48.

69. See 5 U.S.C. § 553(e) (1982).

70. American Hosp. Ass’n v. Bowen, 640 F. Supp. 453 (D.D.C. 1986). The court also held two manual
transmittals to be valid interpretive rules, not subject to notice and comment rulemaking. This holding was not appealed.
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District of Columbia Circuit Court of Appeals, which reversed the district court.?! The
appellate court’s majority opinion, written by Judge Wald, found the contract, Scope
of Work, and manual transmittals to have been covered by exceptions to the APA.
Judge Mikva dissented in part, arguing that the challenged contract objectives should
have been promulgated through APA rulemaking procedures.”2 Ultimately, Congress
seems to have had the last word, as provisions of the Omnibus Budget Reconciliation
Act of 1987 (OBRA °87)73 call for publication of PRO contract provisions, though not
necessarily using APA procedures. Before turning to this legislation, the rulemaking
requirements of the APA in general, and the interpretation of them in American
Hospital Association v. Bowen in particular, will be considered in greater detail.

The notice and comment and publication requirements of 5 U.S.C. section 553
are subject to a number of exceptions, several of which arguably apply to the PRO
program. Most obviously, section 553 does not apply to ‘‘a matter relating to . . .
public property, loans, grants, benefits or contracts.”’” As PROs assist in running a
benefit program (Medicare) under contract with HHS, instructions governing the
administration of the PRO program would seem to fall within this exception. This
exception has been widely criticized as an atavistic survival of simpler days when
government benefit programs were uncommon rather than pervasive and when the
law still drew a clear line between rights and privileges.?s The Secretary of HHS has
yielded to these criticisms and voluntarily waived the protection of this exception.”6
HHS is legally bound by this waiver.7?

In its brief in American Hospital, HHS argued that, even though it has generally
waived the APA contract exception, the PRO statute expressly exempts PRO
contracts from any APA constraints.”8 42 U.S.C. section 1320c-2(e) provides that the
Secretary’s authority in making PRO contracts is not to be trammeled by ‘‘any
provision of law relating to the making, performance, amendment, or modification of
contracts of the United States.”’? This provision was adopted by Congress to
promote flexibility and avoid restriction of ‘‘innovation in new approaches to
review.”’80 The D.C. Circuit, however, rejected this argument, noting that the
provision exempted PRO contracting from *‘the vast corpus of law establishing rules
regarding the procurement of contracts from the government’’3! and not from the

71. American Hosp. Ass’n v. Bowen, 834 F.2d 1037 (D.C. Cir. 1987).

72. Id. at 1058-62 (Mikva, J., dissenting).

73. Omnibus Budget Reconciliation Act of 1987, Pub. L. No. 100-203, 1987 U.S. Cope CoxnG. & ADMIN. NEwS
(101 Stat.) 1330 [hereinafter OBRA ’87).

74. 5 U.S.C. § 553 (1982).

75. See Bonfield, Public Participation in Federal Rulemaking Relating to Public Property, Loans, Grants,
Benefits, or Contracts, 118 U. Pa. L. Rev. 540 (1970); 1 C.F.R. § 305.69-8 (1987).

76. 36 Fed. Reg. 2,532 (Feb. 5, 1971).

77. Herron v. Heckler, 576 F. Supp. 218, 229 (N.D. Calif. 1983).

78. Brief for Appellant at 35-39, American Hosp. Ass’n v. Bowen, 834 F.2d 1037 (D.C. Cir. 1987) (No.
86-5579).

79. 42 U.S.C. § 1320c-2(e) (1982).

80. S. Rep. No. 494, 97th Cong., 2d Sess. 41, 43, reprinted in 1982 U.S. Cobe ConG. & ApMiN. News 817-19.

81. American Hosp., 834 F.2d at 1054.
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APA. The court noted that nothing in the provision’s legislative history indicated that
Congress intended to retract HHS’s own waiver of the APA contract exemption.82

Because HHS was precluded by its waiver from relying on the grants, benefits,
and contracts exception in American Hospital, it instead relied primarily on
exceptions found in 5 U.S.C. section 553(b)(3)(A) for ‘‘interpretive rules, general
statements of policy, or rules of agency organization, procedure, or practice.’’33 The
law governing these exceptions to the APA is terribly obscure, described by various
cases as ‘‘tenuous,”’ “‘blurred,”’ ‘‘baffling,’” and ‘‘enshrouded in considerable
smog.”’$4

In the district court, HHS argued unsuccessfully that the manual instructions
were interpretive rules. Interpretive rules are provisions that ‘‘merely clarify or
explain existing law or regulations.’’85 They track and fine-tune statutory or
regulatory requirements or remind regulated individuals or entities of existing
duties,%6 elucidating what an administrative officer thinks a statute or rule means.37
They have no independent force of law.38

Some provisions of the PRO Manual, scopes of work, and contracts merely
restate and clarify statutory obligations. Examples include provisions dealing with
data confidentiality or disclosure. But most provisions of the PRO Manual and
contracts address issues not directly covered by statutes and regulations, such as
review sampling and data reporting requirements, and thus cannot properly be
classified as interpretive rules. The district court in American Hospital so held,® and
the court of appeals affirmed.®®

The court of appeals, however, relied on other exceptions found in 5 U.S.C.
section 553 to uphold the PRO Manual instructions, contract, and Scope of Work.
First, it held that several manual instructions focusing PRO review on particular
objectives were validly exempt from notice and comment rulemaking because they
were procedural rules, exempt under 5 U.S.C. section 553(b)(A).%* The procedural
rule exception exists to allow agencies flexibility in arranging their internal
operations—*‘it covers agency actions that do not themselves alter the rights or
interests of parties, although it may alter the manner in which parties present
themselves or their viewpoints to the agency.’’92 As procedural rules do not directly

82. Id.

83. 5 U.S.C. § 553(b)(3)(A) (1982).

84. See, e.g., Community Nutrition Inst. v. Young, 818 F.2d 943, 946 (D.C. Cir. 1987) (and cases cited therein).

85. Alcaraz v. Block, 746 F.2d 593, 613 (9th Cir. 1984) (quoting Powderly v. Schweiker, 704 F.2d 1092, 1098
(9th Cir. 1983)).

86. Cabais v. Egger, 690 F.2d 234, 238 (D.C. Cir. 1982). See Assimow, Nonlegislative Rulemaking and
Regulatory Reform, 1985 Duke L.J. 381, 393-97.

87. American Postal Workers Union v. United States Postal Serv., 707 F.2d 548 (D.C. Cir. 1983), cert. denied,
465 U.S. 1100 (1984); In Home Health Care v. Bowen, 639 F. Supp. 1124 (D.D.C. 1986).

88. Herron v. Heckler, 576 F. Supp. 218, 231 (N.D. Cal. 1983).

89. American Hosp. Ass’n v. Bowen, 640 F. Supp. 453, 462-63 (D.D.C. 1986).

90. American Hosp. Ass’n v. Bowen, 834 F.2d 1037, 1050 (D.C. Cir. 1987).

91. Id. at 1049-51.

92. Batterton v. Marshall, 648 F.2d 694, 707 (D.C. Cir. 1980) (footnote omitted); see also Neighborhood TV Co.
v. FCC, 742 F.2d 629 (D.C. Cir. 1984); Mayton, A Concept of a Rule and the *‘Substantial Impact’’® Test in Rulemaking,
33 Emory L.J. 889, 900 (1984).
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govern public conduct, it is argued, their formation does not require the public
participation mandated by the APA.%3 In American Hospital, Judge Wald articulated
the key test for identifying a procedural rule as ‘‘whether the agency action also
encodes a substantive value judgment or puts a stamp of approval or disapproval on
a given type of behavior.’’%* A rule governing procedure that does not enforce such
a substantive value judgment is exempt from APA rulemaking requirements,
regardless of its actual impact on the rights of those affected by agency action. This
interpretation expands the procedural rule exemption and is at variance with earlier
authorities, which placed emphasis on whether the rule in fact had a substantial
impact on substantive rights.9s

Applying this definition of procedural rule, Judge Wald upheld as exempt from
APA rulemaking requirements manual provisions establishing sampling procedures
for targeting PRO review. This holding is consistent with other cases holding that
strategies for enforcement or timing of review are procedural in nature.®s It is,
however, based on two questionable premises.

First, Judge Wald’s opinion is clearly based on the proposition that PROs are,
in effect, agents or extensions of HHS. If the PROs are in reality a part of HHS, the
disputed manual transmittals establishing procedures to be used by the PROs in effect
dictate the internal procedures of a federal agency.®” Following this line of reasoning,
Judge Wald posited that any impact of the challenged HHS directives on PROs was
not relevant to the question of whether such directives had a sufficiently substantial
effect to render them substantive rather than procedural rules.

PROs are, of course, federal entities for some purposes.?® But they are also
independent, private corporations, contracting to provide a service to the
government.?® If PROs are part of the federal government solely because they
provide a service under contract, so are Medicare carriers and intermediaries and, for
that matter, hospitals and physicians who provide services as agents of the
government to the ultimate beneficiaries of the Medicare program. In fact, when
HHS has engaged in notice and comment rulemaking, it has considered the impact of
its rules on PROs as if they were ‘‘small entities’” under the Regulatory Flexibility
Act, thus recognizing their independent existence. 100

It could be argued, of course, that the federal government should be able to deal
with its contractors without being bothered by notice and comment rulemaking, and

93. United States Dep’t of Labor v. Kast Metals Co., 744 F.2d 1145 (5th Cir. 1984).

94. American Hosp., 834 F.2d at 1047.

95. See, e.g., Pickus v. United States Bd. of Parole, 507 F.2d 1107, 1112-13 (D.C. Cir. 1974).

96. See International Union, UAW v. Brock, 783 F.2d 237, 251 n.18 (D.C. Cir. 1986); Kast Metals, 744 F.2d at
1145; Neighborhood TV, 742 F.2d at 629; Donovan v. Wollaston Alloys Inc., 695 F.2d 1, 9 (Ist Cir. 1983); Davis Walker
Corp. v. Blumenthal, 460 F. Supp. 283 (D.D.C. 1978).

97. American Hosp., 834 F.2d at 1048-49.

98. See Kwoun v. Southeast Mo. PSRO, 811 F.2d 401, 407 (8th Cir. 1987), cert. denied, 108 S. Ct. 1994 (1988)
(holding PSRO officials to be federal officers for application of immunity doctrine in damage action); Smith v. North La.
Medical Review Ass'n, 735 F.2d 168, 173 (5th Cir. 1984) (holding PSRO to be federal rather than state entity for
application of state action requirement).

99. See supra notes 7-9 and accompanying text.

100. See 53 Fed. Reg. 8,662 (Mar. 16, 1988).
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